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TOTAL AMOUNT OF PAYMENT ($)375^ 
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1. BASIC FILING FEE 
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Utility filing fee 
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Design filing fee 
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Plant filing fee 
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Reissue filing fee 
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Provisional filing fee 
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Large Entity 
I Fee 
Code 
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1201 
1203 
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Fee 
($) 
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84 
280 
84 
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Small Entity 

Fee Fee 

Code ($) 

2202 9 
2201 42 

2203 140 

2204 42 

2205 9 



Fee Description 

Claims in excess of 20 
Independent claims in excess of 3 
Multiple dependent claim, if not paid 
"Reissue independent claims 

over original patent 
**Reissue claims in excess of 20 

and over original patent 
SUBTOTAL (2) ($):0: 



"or number previously paid, if greater; For Reissue, see above 
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375 Request for Continued Examination (RCE) 
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Commissioner for Patents 
Washington, D.C. 20231 

Re: U.S. Utility Patent Application 

Appl. No. 09/817,229; filed March 27, 2001 
For: Method for Effecting Neuroprotection 
Inventors : Ferguson et al 
Our Ref: 1669.0040001/SRL/BLS 



Sir: 



Art Unit 1646 
Box RCE 



0 



2 4 

Transmitted herewith for appropriate action are the following documents: 



2003 



^600/2900 



1 . Fee Transmittal (Form PTO/SB/1 7); 



2. Request for Continued Examination (RCE) Transmittal (Form PTO/SB/30); 

3. Supplemental Reply; 



a. 



Goldberg, M.R., et al, "Biochemical Effects of Losartan, a Nonpeptide 
Angiotensin H Receptor Antagonist, on the Renin- Angiotensin- 
Aldosterone System in Hypertensive Patients," Hypertension 25:37-46, 
American Heart Association, Inc. (1995); and 

Gradman, A.H., et al, "A Randomized, Placebo-Controlled, Double- 
Blind, Parallel Study of Various Doses of Losartan Potassium Compared 
With Enalapril Maleate in Patients With Essential Hypertension," 
Hypertension 25:1345-1350, American Heart Association, Inc. (1995); 



Return postcard; and 



b. 



Sterne,Kessler.Goidstein&FoxP.ULc: 1100 New York • 202.371.2600 f202.371.2540 : vmw.skgf.com 



Commissioner for Patents 
April 21, 2003 
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5 . Credit Card Payment Form PTO-203 8 for $3 75 .00 to cover the fee for filing a 
request for continued examination (37 C.F.R. § 1.17(e)). 

It is respectfully requested that the attached postcard be stamped with the date of filing of 
these documents, and that it be returned to our courier. In the event that extensions of time are 
necessary to prevent abandonment of this patent application, then such extensions of time are 
hereby petitioned. 

The U.S. Patent and Trademark Office is hereby authorized to charge any fee deficiency, 
or credit any overpayment, to our Deposit Account No. 19-0036. 

RespectfiiUy submitted, 

Sterne, Kessler, Goldstein & Fox p.l.l.c. 




Bryan L. Skelton 
Agent for Applicants 
Registration No. 50,893 
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AppilCauOn NUfnuQf 


09/817,229 


riling U3ie 


March 27, 2001 


First Named Inventor 


r Crguson et cti. 


Group Art Unit 


1646 


Examiner Name 


Chemyshev, 0. 


Attorney Docket Number 


1 669.004000 1/SRL/BLS 



Request 

FOR 

ntinued examination (roe) 
Transmittal 

%^tisection (b) of 35 U.S.C. § 1 32, effective on May 29, 2000, 
projfi^s for continued examination of an utility or plant application 
• O filed on or after June 8, 1995. 

<!BAK^^^* See The American Inventors Protection Act of 1999 (AlPA). 



This is a Request for Continued Examination (RCE) under 37 C.F.R. § 1.114 of the above-identified application. 

NOTE : 37 C.F.R. § 1.114 is effective on May 29, 2000. If the above-identified application was filed prior to May 29, 2000, applicant may wisti to 
consider filing a continued prosecution application (CPA) under 37 C.F.R, §1.53 (d) (PTO/SB/29) instead of a RCE to be eligible for the patent 
term adjustment provisions of the AlPA. See Changes to Application Examination and Provisional Application Practice, Interim Rule, 65 Fed. Reg. 
14865 (Mar. 20, 2000), 1233 Off. Gaz. Pat. Office 47 (Apr. 11, 2000), which established RCE practice. 



1 . Submission required under 37 C.F.R. §1.114 



a. 



b. 



KI Previously submitted 

i. KI Consider the amendment(s)/reply under 37 CF.R, §1.116 previously filed on Februarv 20. 2003 . 

(Any unentered amendment(s) referred to above will be entered). 

ii. □ Consider the arguments in the Appeal Brief or Reply Brief previously filed on 

iii. □ Other RECEIVED 



2. 



KI Enclosed 

i. KI Supplemental Amendment/Reply 

ii. □ Affidavit(s)/Declaration(s) 

iii. □ Information Disclosure Statement (IDS) 

iv. □ Other 

Miscellaneous 

a. □ Suspension of action on the above-identified application is requested under 37 C.F.R. § 1 .103(c) for a 

period of months. (Period of suspension shall not exceed 3 months; Fee under 37 C.F.R. § 

1.17(1) required) 

b. □ Other 



APR 2 4 2003 

TECH CENTER 1600/2900 



3. Fees 
a. KI 



I. 



The RCE fee under 37 C.F.R, § 1 .1 7(e) is required by 37 C.F.R. §1.114 when the RCE is filed. 

The Director is hereby authorized to charge the following fees, or credit any overpayments, to Deposit 

Account No. 19-0036 

m 098172E9 



a RCE fee required under 37 C.F.R. § 1 .1 7(e) 

□ Extension of time fee (37 C.F.R. §§ 1.136 and 1.17) 

□ Other 



\ 



04/22/8003 YPOLITEl 
01 FC:2801 



I » I » » I 



375.00 0 



b. 
c. 



□ 
KI 



Check in the amount of $ 



enclosed 



Payment by credit card (Form PTO-2038 enclosed) 



SIGNATURE OF APPLICANT, ATTORNEY, OR AGENT REQUIRED 



Name (Print /Type) 



Bryan L. Skelton 

Sterne, Kessler, Goldstein & Fox p.l.l.c. 



Registration No. (Attorney/Agent) 



50,893 



Signature 





Date 



April 21, 2003 





CERTIFICATE OF MAILING OR TRANSMISSION 




1 hereby certify that this correspondence is being deposited with the United States Postal Service as first class mail in an envelope addressed to: 
Comnnissioner For Patents, Box RCE, Washington, DC 20231 , or facsimile transmitted to the U.S. Patent and Trademark Office on: 


Name(Print/Type) 




Signature 




Date 





Burden Hour Statement: This form is estimated to take 0.2 hours to complete. Time will vary depending upon the needs of the individual case. Any 
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Washington, DC 20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND Fees and Completed Forms to the following 
address: Commissioner for Patents, Box RCE, Washington, DC 20231 . 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re application of: 

Ferguson et al. 



Confirmation No.: 8063 



Art Unit: 1646 



Appl. No. 09/817,229 
Filed: March 27, 2001 
For: Method for Effecting 



Examiner: Chemyshev, O. 

Atty. Docket: 1669.0040001/SRL/BLS 



Neu roprotection 



Supplemental Reply 



Sir: 



Commissioner for Patents 
Washington, D.C. 20231 




In the previous Amendment and Reply filed on February 20, 2003, Applicants 
provided excerpts from several cited U.S. patents as well as from the Physician's Desk 
Reference (PDR). The references teach effective dose ranges of angiotensin n receptor 
antagonists for the control of blood pressure in hypertensive patients. None of the 
references suggests the present method's use of angiotensin n receptor antagonists for 
preventing damage to the excitable cells of a patient who is undergoing or has undergone 
an ischemic event. 

The above references support the enablement of one of ordinary skill in the art to 
practice the claimed method. The Examiner correctly points to the fact that the reported 



dosing regimens in the above references in their original context do not purport to validate 
a method of preventing damage caused by an ischemic event. However, taken together 
with Applicants' in vivo experiments showing veracity of the claimed method, a skilled 
artisan, without undue experimentation, will be able to routinely interpret dose ranges to 
develop a therapeutic index for the practice of the claimed valid method. Further, the data 
published in the PDR show therapeutic ranges and overdosages. Thus, the references 
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Ferguson et al 
Appl. No. 09/817,229 



support enablement because the reported data demonstrate the predictability of the range 
of efficacious doses of angiotensin n receptor antagonists. 

Because the references do not suggest the use of angiotensin n receptor 
antagonists for the claimed method, the Examiner erred in her interpretation of the 
relevance of the PDR reference (Exhibit B). The claimed method is for preventing 
damage to the excitable cells of a patient who is undergoing or has undergone an ischemic 
event. Such an event is not hypertensia, although hypertensia may lead to an ischemic 
event. An ischemic event is an event in which the blood supply to a tissue is obstructed, 
such as during stroke or myocardial infarction. In addition to hypertensia, an ischemic 
event may result fi'om other pathologies such as hemorrhage, thrombosis or embolism. 
The reference does not teach or fairly suggest administration of the angiotensin n receptor 
antagonist, losartan, during or following an ischemic event. Rather, losartan is indicated 
for use in hypertensia. Thus, the present method is in no way prejudiced by the teachings 
of the reference. 

Applicants submit herewith two peer-reviewed joumal articles, (1) Goldberg, 
M.R., et al.^ "Biochemical Effects of Losartan, aNonpeptide Angiotensin II Receptor 
Antagonist, on the Renin- Angiotensin- Aldosterone System in Hypertensive Patients, 
Hypertension 25:37-46, American Heart Association, Inc. (1995); and (2) Gradman, A.H., 
et al, "A Randomized, Placebo-Controlled, Double-Blind, Parallel Study of Various 
Doses of Losartan Potassium Compared with Enalapril Maleate in Patients With Essential 
Hypertension," Hypertension 25:1345-1350, American Heart Association, Inc. (1995). 
These references are directed to the routine practice and predictability of clinical 
administration of angiotensin n receptor antagonists. Neither of these references teaches 
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Fergnson et al 
Appl. No. 09/817,229 



or even suggests administering angiotensin n receptor antagonists to a patient during or 
after an ischemic event. Applicants respectfully request that the Examiner consider these 
references. 

Based on the above remarks. Applicants respectfully request that the Examiner 
reconsider all outstanding objections and rejections and that they be withdrawn. 

Prompt and favorable consideration of this Supplemental Reply is respectfully 
requested. Applicants believe the present application is in condition for allowance. If 
the Examiner believes, for any reason, that personal communication will expedite 
prosecution of this application, the Examiner is invited to telephone the undersigned at 
the number provided. 



Respectfully submitted. 



Sterne, Kessler, Goldstein & Fox p.l.l.c. 




Bryan L. Skelton 
Agent for Applicants 
Registration No, 50,893 



Date: April 21, 2003 



1 100 New York Avenue, N.W. 
Washington, D.C. 20005-3934 
(202)371-2600 
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